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December 29, 1998

Ms. Lisa King
Center for Devices and Radiological Health
Office of Compliance and Surveillance (HFZ-300)
2098 Gaither Road
Rockville, Maryland 20850

Dear Ms. King:

This letter serves as notification that Laserium Images, Inc. has been contracted
by Universal City Development Partners, 100 Universal City Plaza, Building 488-
7, Universal City, California 91608, to manufacture a permanent indoor laser
special effects system for a major new show attraction planned for the “Islands of
Adventure” theme park at Universal Studios Florida in Orlando.

The laser system will be operated in conjunction with other audio-animatronics
and special effects systems installed as a part of the new “Cat In The Hat”
attraction planned for the park. The “Cat [n The Hat” show is part of the “Seuss
Landing” area development now under construction at Universal Studios Florida.

.

Our present business contact is Ivan Dryer, President, Laserium Images Inc.
(618) 997-6611.

If you have any questions, please feel free to contact me at (407) 363-8311

Sincerely yours,

UNIVERSAL STUDIOS FLORIDA

/

Jon G. Fuller
Assistant Director, Ride & Show Safety
Safety/Environmental Affairs Department

JGF/jv
Enclosure

UNIVERSAL STUDIOS FLORIDA

1000 UNIVERSAL STUDIOS PLAZA ORLANDO FL 32819-7610
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DEPARTMENT OF HEALTH AND HUMAN SERVICES APPLICATION FOR A VARI. JCE
PUBLIC HEALTH SERVICE FROM 21 CFR 1040.1 l(c) FOR A

FOOD ANO DRUG ADMINISTRATION lASER LIGHT SHOW, DISPLAY,
OR DEVICE w

!
--

NOlaser hght mow, wofen~ofl Were. Ordevlce may vary from compliance wm 21 CFR 1040 11(c) in de~lgn Or u$ewlt~out the awowalof ttus
appllca!lon In accordance with 21 CFR 10104,

INSTRUCTIONS
1 Check all applicable boxes and type of Pr!nl the 3 Mall our aoplicatlon to the Docketf Management 8ranch (H FA”305). Food

requested Information. J

2 Submit an orlglnal and four (4) cople$

and rug Admlnlslratlon. Room 4-62, 56130 Fl$hersLane. Rockvllle. MD 20857
4 Enter dockel number If altlgned.

1 NAME OF COMPANY

Universal Studios Florida
z.ADDRESS OF COMPANY (Include ZIP COW (If P.O Box /$used, mchrcfe ●ccua/streer dddfeSS 4/S0.)

1000 Universal Studios Plaza, Orlando, Florida 32819
3. NAME AND TITLE OF RESPONSIBLE PERSON 4, TELEPHONE NO. (Include area code) 5 DATE OF SUBMISSION

Jon G. Fuller, Asst Director (407) 363-8311 08/12/98

6. THE APpLICANT REQuESTS TH,E vARfANCE TO SE IN EFFECT$OR A PERIOD OF 2 YEARS FROM THE DATE OF ISSUE, (fn general,

rhe Agency WIII aPPfove ● v-fame for only wo years. If ● longer period is requested. apmlflcarlon mur? be ●tT*ched w part of the ●pph’cation. )

7. PRODUff DESCRIPTION AND USE

a. LIST NAME AND~OR MODEL NUM8ER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S)

LASERIUM CSMX750 ac . tllr~d hv

8
> PR DUCT FOR WHICH A VARIANCE IS REQuESTED

A laser dtsplay dewce

❑ A prelector for a laser hghr \how
IJ A Ia$er hght show

Q Other (Spec/&)

:. a Prelectors are ,n~ended for $ale. Iea\e, or loan ro

other laser Ilght show Producerl

j. PRODUCT IS INTENDED FOR USE INA
Q Planetarium or other dome projection structure
O Theater

Y Hotel/motel ballroom or meeting room

J Store d!splays
“ O Trade show or conven!lon

a O!$coIheque or nlghr club
O Pawlion

n Indoor arena

❑ Outdoor arena
❑ Mu$eum—

alOutdoor unenclo ed rea

Other (Specify) ~ndoor Darkride

PROOUCTIS INTENDED TO BE uSED

~At only one (Fixed) Iocallon
Q At a variety of (Tour) Iocaclon$

a Other (Specify)

i LASER RADIJ

&7RP n~-t)

f, PRODUCT IS INTENDED TO SE uSED AT ANYONE LOCATION
@ More than 15 days

a Mote than 5 but not more than 15 dayt

fJ Less than 5 days

g TOUR IS INTENDED TO RUN FOR

Q More than 6 monch~
Q 1-6 month~

Q Let\ than one month

❑ Not applicable (Not d tour)
a Other (fpecrfy)

h PRODUCT uTJLIZES THE FOLLOWING LASER EFFECTS
O front \creen prolecuons

~ Rear xreen project}on$

o ~olograph!c dlsplay~

O MUlrlple reflection/dlffracrlon effem

o AUdtence $cann!ng (Also inchdesscdnnlng any accessible
unronrrolled areas)

o Reflecllonl from stavonary m!rror$ or mirrored

surfacel (8eam Matrices)

❑ S1atlonary Irradtauon of rotating mirror ball!, etc.

o Scanning Irradlatlon of rotating mirror balls, etc.
o Fiber opnc projections
❑ Fog. smoke. or other scattering enhancement effec~

Q Other (Specify)

ON LEVELS

MSER MEDIUM (Ar. He-Ne, etc.) WAVE LENGTHS (rim) PEAK POWER (W4t’tS)

514, 488, 476, 465, 457 0.250
,

IF ANY LASER RADIATION IS PULSED OR SCANNED. GIVE THE PuLSE DuRATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE

The average scan rate is approximately 30,000 points per second at a
optical angle -of approximately 60 degrees .

)/’”~ /~L4 <

EASO~ F& REQuESTING VARIANCE

-.,,
~ Compliance wtth the Ilmlt$ of 21 CFR 10401 l(c) would re$lrlcl the ,ntended “~e of the product becau$e comphance would

ltm, t the output power to the extent tha! thede~jred effects would not be }uffi~len[ly Wi$,ble

a Other or addlllonal exolanatlon (SDec/fy)
Vi
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I I I MANNER IN WHICH IT IS PROpcI$ED TO DEVIATE FROM THE REQuIREMENTSOF THE Applicable STANDARD

I
~It It propo$ed !O dev!a(e from the P(ovI~IOn$ of 21 CFR 10401 l(c) In that the acce$!lble emli$lon level would exceed the

acce$$!ble emls$lon Ilmtt$$peclfled in 21 CFR 1040 1 l(c).

I a It IS propo!ed rodevlale from the Wovlslon of 21 CFR 10401 l(c) a$ follow$:

12. ADVANTAGES TO BE DERIVED FROM SUCH OBVIATION

~ Laser fight $how$ and dl$Dlay$ are accepted poPular media m entenamment and the a~$ u~e of power levels In exce$i
of the Itmm imposed by 21 CFR 1040 1 I(C)II necessary ro achieve the reqwred effec~s In !hele med!a

IJ Other or addmonal advantages (describe ●ndexplain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION protection TO BE PROVIDEO (Check ?s mww boxes as JSIJYk. In Rem J4 ‘Remarks. ‘IusTIfv ●t-w
boxer nor checked, using dddlflOrId sheers ●s necessary. State ●ny other means ofradiation prot_ect/on that “wlli be used.)

. . .

a. ~ All laser produfl$. systems. ihowl. and Projenors will be cermfled to comply with 21 CFR 1040.10 and the condmonf of this variance and WIII
be repofled a$ required by 21 CFR 1002.10 and 1002.12 using the reporting gwdes prowded for tuch purpo$e. These actlon$ WIII be
accompllfhed Prior to any Introducuon Into commerce.

b. d Effects not $Peclflcally Indicated In thts variance applicanon WIII not be performed. No other effects WIlf be added untd ● n amendment to
the variance has been obtained and the required reports or $upplement$, as applicable, have been submmted.

c. ~ Scanning. orolecmon. or reflection of laser and collateral rad!at!on (Ligfwshow radiation) into audience or other accessible uncontrolled
areas will not be permmted exceot fordlffuse reflections produced by the atmosphere. added atmotpherlc $Carterlng medm, and target

screens.

d, ~ La$er rad!atlon Ievef$ m exces$of the IImlts of Class I WIII not be permmtedat an point Ie$s than 30 reelers above anywrface upon wh!ch
ipersons other than oPerator$. Per former$. or employees are permitted to Itan or 2.5 meters below or In lateral Separation from any place

where such person! are Dermttted to be. Operator\, performers, and employees WIII not be required or allowed to view radiation above the
Ilmltsof Cla$s I or be expo$ed to radlaoon above the Ilmtt$tpec!fied in 21 CFR 1040.1 l(c)

e ~ Any Producrwh’ch ‘el(es on scann~flg to meer access. exPosure, or produn cla$slmfts WIII Incorporate a ~cannlng $afeguard system which
directly $ense$ $Canner mouon and which will react fa~~ enough to preclude exceeding the applicable I\m!t

f IJ All Ia$er Ilght shows $hall be under the dlrem and personal control of tratned, competent operator(s) The operator wflf:

(1) Immediately refmlnate the emmon of Ilght $how radlatlon m the event of any unsafe condltlon;

(2) Be located where all beam paths can be dlrectlyob;erved at all times; and

(3) Be an employee of the vartance holder who will be responsible for the tratnlng and the condua of the operator

g ~ The maximum laser projector output power will noc exceed the level required toobta{n the Intended effectl

h. ~ The projec~lon system (i. e., rhe projeaor anda/[orher components usecfto produce the /ightin
2

effecrd WIII be securely mounted or
Immobihzed to prevent unintended movement or ml$altgnment Beam masking WIII be provl ed a$ an Inherent parl of the sy$rem design to
prevent overfdhng of screens, beam stops, rargets, etc.

I. ~ Laser projectors will not redelivered to any other pany under an agreement of sale, lease, or loan unless and until the reclpfent
demonstrates that they have a variance m effect at the time of delnrery that permits them to produce laser hght shows mcorporattng such
projemor($)

j @ In addltton to the requirements of 21 CFR 1040 10(h). the manufacturer Of laser projeflors/sy$tems will provide to parmes who ~urchase,
lease. or borrow the equipment. adequate usert’ ln$tru~lon$ for $afe m~tallatlon and operation which exDlatn the re$ponslblllt of the

?reclplen[ al an Independent II ht show manufac~urer to submit the requlrerj reports and apply for and obtain a var!ance from DRH prjor to
?{ntroductlon Into commerce o any Iafer Ilght $hows

k ~ The reaulrementsof 21 CFR 1002 30(a) (l)and (2) WIII be accompll~hed through the u$eof wrlmen procedures for$elup. alignment, te$ttng,
and oerfo~mance Of each show These procedures WIII be In sufficient detatl to ensure compliance with 21 CFR 1040.10, the condlttons of this
vartance. and the control of access 10 radiation areas using the procedures descrtbed m the ANSI 2136 1 standard for the safe use of lasers
(Amer$can Nattord Standards /rrsr/rule, 1430 Broadway. New York, NY IOOff3) or any other equwalent uter confensus standard and, where
applicable. $tate Or local requ!remerm Laser radiauon areas which can contain radlatlon levels above the hmtts spec~fled m 21 CFR
1040 11 (c) WIII be clearly Identified by che ~o~~mg Of warning Slgn$ and/or resrrtcmrrg acce~s through phy$lcal means (such ts~ressure
swrches. phoro crlh, barrters. guards. ●rc.). These requirements apply to temporary areas (such ●s during setup ●nd */ignrnenf procedures)
and to final or permanent area$ The vartance holder WIII retain the records of the$e procedure$ and the re$ults of al[ te$t$ as required by 21
CFR 100231 A COCJy of the variance apphcatlon. the apptoval letter, current pr~cedure$. and record$ relating 10 each particular show WIII be
w!th the oDerator or other re$pons!bfe Indlvldual and ~111 be made available for tn$pefltorl by FDA and other re$pons]ble authorme$.
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I O Advance wlltKen notllicationwlll be made afearl al{ clc)illc)le toaoproorlale federal. irate. afh local aurnorlflei woM(aln9 mow itinerary ~lth

dalef and locatlon$deaflY and com Dle;elY Identl ‘cd. and a ba$lc de$crl~tlon of the DfoPo$ed effects lnclud’n9 a $ta~ement Of the maximum
\ powecourpuc,nrended Such notlflcarlons WIII be made. but not nece$$arlly be hmlted, !0:

1. (I) The Center for Dewces and Radlologlcal Health. Off Ice of Compliance and Survedlance (HFZ3 12). 1390 ?!ccard Orwe. Rockv,lle, MD 208s0,

prowd!ng the lnmal and Cloung dates for ftxed lnltallar,on~ and the Itinerary for rnobde $ho.w~ In addrtlon, unlel~ all alpectsof each thow

have been ?ePoned Jnd accesston numbert clearly referenced. each notice wdl Include detailed descrlotlons of each $how and a Il$tlng of
all effect$ to be Performed In Wffl Clent detatl to confirm comphance with the regulatloni and this variance

(2) The Federal Av!arlon Admtntttratlon (FAA) for any projec~ion! Into open iitr~pace at any time (; ●., including jet up. ●hgnmenr, rehearsals,

per+orm.dnc?$, rlc). If the FAA objeas to any Ia$er etfec~s, theoblectlon$ will be resolved and any condluon$ (eque\ted by FAA WIII be

adhered 10 [f the~e condltlon$ cannot be met. the oblecllonable effecuw(ll be deleted from ~he$how

(3) state and local rad!arion conlrol of flcetiagencle~ for all show$to be perfofmed wlthm thelrjurtsdlnionl All reaulremenr$ of $tate and
local law WIII be $arl~f’ed and any Objenlon$ ral$ed by local author ltie$ will be resolved or the effe~l deleted (A /Ifl of federal and flate
offjce$ If ava~fable from the Cenrer for Devices ●nd ~adiolog~caf ~edlth UPOn requefi ~

14 REMARKS

This permanent installation consists of eight LASERIUM cSMX250 Argon Laser
Projectors manufactured and sold under the variance of Laser Images , Inc.
as a member of its certified CS series of projectors. Each projector
is mounted above and behind a rear projection screen and is aimed down at
a steep angle across the screen so that direct laser radiation cannot enter
any public viewing area. The viewing public are conveyed in open cars
on tracks that prevent gaining access to the screens, which in any event
are enclosed on all sides, preventing access to the projector outputs.

The projected images are scanned onto a mirror reflecting them down, and
in the event of scan failure, the beam will return to a default position
off the screen. Installation and training onsite will be conducted by
the manufacturer Laser Images, Inc., in accordance with the above and all
relevant safety and labeling requirements.

The darkride and laser systems will be tested over a period of several
months before public opening, after which they will be operated automati-
cally and checked daily for compliance with operating and safety parameters.

CERTIFICATION

lCERTIFY chat allofthe above information and$tacemen~$ are true. complete, and correct tothebettofm knowledge and acknowledge
{thdtmyvar!anCe appl!ca CIOnmay bedenled ormyvartance maY be revokedtf thi$appllcattonl~ found to be al$e. misleading, ormcorreclln

anymacerlalway lhavesubmKteda ndwdlsubmlt all reportt requlredby21CFR 1002.10and 1002.120n theld$efequlPmen1 and$how(}) I
further under~tand tha[l maybe required byregula~,onor bytheo,femof. Center foroevice$ and Radiologtcaf Heakh,to$ upply $uch other
In formation a$ may benece$sary to evaluate and act on thl~applicatlon.

AA4”& ‘on‘- ‘“’ler
Assistant Director

Ride & Show SAfety
-., .--.


